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DETAILED ACTION 

Applicant's election of Group I claims 1-14 in the reply filed on 1 1/26/07 is 
acknowledged. Because applicant did not distinctly and specifically point out the 
supposed errors in the restriction requirement, the election has been treated as an 
election without traverse (MPEP § 818.03(a)). Applicant further elected cationic and 
anionic polymers as species elections. Upon further consideration, the Examiner is 
withdrawing the specie election requirement. Claims 15-36 are withdrawn from 
consideration as being drawn to non-elected subject matter. 

Applicant is correct in that Group III invention includes claims 25-36. 

Accordingly, claims 1-14 are presented for examination. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 7 12 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Tanida et al. (US 6,214,378). 

Tanida et al. disclose in the abstract (examiner added emphasis): 



Application/Control Number: 

10/550,586 

Art Unit: 1616 



Page 3 




colitis, consttplffon and diarrhea and for systemic diseases 
such as osteoporosis and which does not undergo any change 
at all in stomach and in small intestine but firstly start to 
disintegrate upon arriving at large intestine and, at the same 
time, quickly release the dnigtl^fi^wherein the capsule 
base therefor is hydroxypropylmethylcellulose (HPMQ or 
polyethyleneglycol-compounded HPMC, gelatin or agar 
and, on the surface of said capsule base in which powder or 
liquid containing a pharmacologically active substance is 
encapsulated, a double^oatFdlii^ 



consisting of anionic copolySSTirf^teed. 



Tanida et al. disclose in claims 1-4, 7 and 8 (examiner added emphasis): 



1« A capsule comprising a base layer consisting of 
hydroxypropylmethylcellulose, a mixture of polyethylene 
glycol with hydroxypropylmethylcellulose, gelatin or agar, 
the outside surface of said base layer being successively 
coated with an inner layer consisting of a cationic 
copolymer, and an outer layer consisting of a n ^jaiMMic^ 

copolymer- mmmmmmmm, SSS^SS* 

2< The capsule according to claim 1, wherein the cationic 
copolymer is a copolymer of methyl methacrylate with butyl 
methacrylate and flifflffthv lf^farathvl methacrvkte o r poly- 
vinylacetal diethyllSunS^ 

3. The capsule according to claim 1, wherein the anionic 
copolymer is at least one selected from a group consisting of 
a copolymer of methacr vlic acid with methyl methacrylate. 



4. The capsule according to any one of claims 1-3, 
wherein the cationic copolymer and the anionic copolymer 
is each in an amount of about 5 mg to about 200 mg. 
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7- A capsule preparation comprising the capsule according 
to any one of claims 1-3, and a pharmacologically active 
substance encapsulated in th e capsule , 

8. The capsule preparation according to claim 7, wherein 
the pharmacologically active substance is at least one 
selected from a group consisting of polypeptides, anti- 
inflammatory agents, anti-tumor agents, antibiotics, chemo- 
therapeutic agents, remedies for ulcerative colitis, remedies 
for irritable colon syndrome, steroidal preparations, 
vitamins, drugs for constipation, anti-sense drugs and immu- 
nosuppressants. 

Thus instant claims 1-4 and 13 are anticipated. It is the Examiner's position that, 
in the absence of evidence to the contrary, since the components taught in the art are 
the same as instantly claimed then it would have the same disintegration test time and 
swell and dissolve at the appropriate pH. The U.S. Patent Office is not equipped with 
analytical instruments to test prior art compositions for the infinite number of ways that a 
subsequent applicant may present previously unmeasured characteristics. When as 
here, the prior art appears to contain the exact same ingredients and applicant's own 
disclosure supports the suitability of the prior art composition as the inventive 
composition component, the burden is properly shifted to applicant to show otherwise. 

In column 9, lines 35-40, Tanida et 1 al. disclose a core comprising: 



Prednisolone 10.0 parts by weight 

Lactose 69.0 parts by weight 

Crystalline cellulcse 10.0 parts by weight 

Polyvbylpynoltde (PVP) 10,0 pans by weight 

Magnesium sts.ara.tc 1.0 ports by weight 



Thus claims 7 and 12 are anticipated.. 

Tanida et al. teach that basic amino acids can be in the core (collumn 2, lines 1- 
26 and claim 12). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4, 7, and 13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Okayama et al. (US 5,654,004). 

Okayama et al. disclose in claims 1-7 (examiner added emphasis): 
What is claimed is: 

L An oral pharmaceutical preparation releasable in the 
Iowa* digestive tract, said preparation having a ^nnhip- 
coacea-scmc^g^h erek a solid [ drug having a core crat£irT- 
ingWactivelnfiredient is covcraiwith both 1) angina coat 
iftade of a catjonic polymer which is soluble or swelling at 
a pH of 6.0 cTl^owlBa^yaD ooter coat made of an anionic 
polymer wttdi is soluble at a~pH of 5.5 or aboversaid 
catibnifc polymer being an aminoalkyl methacrylate 
copolymer, said anionic polymer being a methaciylic add 
copolymer comprising methaciylic add and methyl meth- 
acrylate. 

2. The preparation according to dalm 1 wherein said inner 
coat is applied to said solid drug to a thickness of 10-300 
ym. 

3. The preparation according to claim 1 wherein said inner 
coat is rendered smooth by addition of a plasticizer which is 
triacetin, a citrate ester polyethylene glycol and includes 
a binding inhibitor which is a member selected from the 
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group consisting of talc, titanium oxide, caldum phosphate, selected from, the group consisting of sugar esters, sucrose 
and hydrophobic anhydrous silicic acid* " esters of fatty add, glycyliysinate salts, glycynhetic add, 

4. The preparation according to claim 1 wherein said dipotassium glycynhizinate, bile add, glycerol esters of 
anionic polymer is applied in the amount of W0% by fatty add, l-[(2-(decyithio)ethyl]azacydopentan-2-one, adi- 
wdght of said solid drug. 5 pic add, basic amino adds, polyethylene glycol and sodium 

5. The preparation according to daim 1 wherein said drug caprate. 

is kctoprofcn or calcitonin, said *nn«r coat is made from 7. The preparation according to daim 1 wherein the active 
dirnethvlatoinoethyl methacxylate a nd said outer coat is ingredient is a member selected from the group consisting of 
^^^^S^^^^S3^5TOmqp5sing mcthacrylic acid and peptides, proteins, anti-inflammatory agents, antineoplastic 
methyl methacrylate; o r 2) hydroxy-pn^g&M^ tfgeaterahtibiotira and chemothorapeutics. 

w 6?TW^piBir^orrajbcQrding to daim 1, wherein the core 

contains a sorbefadent, said sorbefadent being a member * * * * * 

Thus, instant claims 1-4, 7 and 13 are anticipated. It is the Examiner's position 
that, in the absence of evidence to the contrary, since the components taught in the art 
are the same as instantly claimed then it would have the same disintegration test time 
and swell and dissolve at the appropriate pH. The U.S. Patent Office is not equipped 
with analytical instruments to test prior art compositions for the infinite number of ways 
that a subsequent applicant may present previously unmeasured characteristics. When 
as here, the prior art appears to contain the exact same ingredients and applicant's own 
disclosure supports the suitability of the prior art composition as the inventive 
composition component, the burden is properly shifted to applicant to show otherwise. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Tanida et al. (US 6,214,378) in view of with respect to claims 9-1 1 Adesunloye et al. 

(US 5,874,106). 

Applicant claims a medicinal oral preparation for colon delivery. 

Determination of the scope and content of the prior art 

(MPEP2141.01) 

The reference of Tanida et al. is discussed in detail above and that discussion is 
hereby incorporated by reference. 

Adesunloye et al. teach adding 1-5 wt % amino acids and 0.1 to 1 wt % 
carboxylic acids, such as citric acid, to capsule fill (Abstract; and claims 1-14). 



Ascertainment of the difference between the prior art and the claims 

(MPEP2141.02) 
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1 . The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach adding 5-20 wt% amino acids and 0.1 to 3 wt% organic 
acids as pH adjusters. This deficiency in Tanida et al. is cured by the teachings of 
Adesunloye et al. 

2. The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach the core having a diameter of 5 to 8 mm and a thickness of 
3 to 6 mm. 

3. The difference between the instant application and Tanida et al. is that Tanida 
et al. do not expressly teach the weight of the inner layer relative to the core is 5 to 15 
wt% and the weight of the outer layer relative to the core is 5 to 1 5 wt%. 

Finding of prima facie obviousness 

Rational and Motivation (MPEP 2142-2143) 

1 . It would have been obvious to one of ordinary skill in the art at the time the 
claimed invention was made to add amino acids and carboxylic acids, as suggested by 
Adesunloye, and produce the instant invention. 

One of ordinary skill in the art would have been motivated to do this because 
Tanida et al. Suggest adding other components (column 3, lines 55-56) and suggest 
adjusting the pH (column 4, lines 10-13). Adesunloye et al. teach common ordinary 
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amino acids and common ordinary carboxylic acids to add to capsule fill which would by 
their nature alter the pH. 

2 and 3. It would have been obvious to one of ordinary skill in the art at the time 
the claimed invention was made to make the core having a diameter of 5 to 8 mm and a 
thickness of 3 to 6 mm and the weight of the inner layer relative to the core is 5 to 1 5 
wt% and the weight of the outer layer relative to the core is 5 to 1 5 wt% and produce the 
instant invention. 

One of ordinary skill in the art would have been motivated to do this because it is 
merely optimization of the components taught by Tanida et al. The U.S. Patent Office is 
not equipped with analytical instruments to test prior art compositions for the infinite 
number of ways that a subsequent applicant may present previously unmeasured 
characteristics. When as here, the prior art appears to contain the exact same 
ingredients and applicant's own disclosure supports the suitability of the prior art 
composition as the inventive composition component, the burden is properly shifted to 
applicant to show otherwise. 

Summary: It appears that the instantly claimed medicinal preparation for colon 
delivery comprising cationic and anionic polymers is taught in the art. Addition of 
common ordinary amino acids and common ordinary carboxylic acids in capsule fill is 
also taught in the art. 

From recent case law: "the results of ordinary innovation are not the subject of 
exclusive rights under the patent laws." (KSR INTERNATIONAL CO. v. TELEFLEX INC. 
ET AL. 550 U. S. (2007) page 24). 
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A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. (In re 
Opprecht 12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1976). 

In light of the forgoing discussion, the Examiner concludes that the subject matter 
defined by the instant claims would have been obvious within the meaning of 35 USC 
103(a). 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272- 
8509. The examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Patent Examiner 
Technology Center 1600 
Art Unit 1616 



